JINCTOBKA 3A:

Tonzecna S0 mg/ml nepopanHa cycneH3us 3a npacera, ropeJa 1 oBpIe
Tolzesya 50 mg/ml oral suspension for pigs, cattle and sheep

1. UME N IIOCTOAHEH AJPEC HA ITPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA
N HA TIPOU3BOAUTEJIA, AKO TE CA PA3JINYHU

IIpuTexaTesl Ha JTUIIEH3a 32 YIIOTPeOa U MPOU3BOINUTEIL, OTTOBOPEH 3a OCBOOOKIABaHE HA MapTUAATA!

KRKA, d.d., Novo mesto, gmarjeﬁka cesta 6, 8501 Novo mesto, CiroBeHHS

2. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA ITPOAYKT

Tomzecna 50 mg/ml mepopaiiHa cycrieH3us 3a paceTa, TOBEAa 1 OBIIE
TontpazyTun

Tolzesya 50 mg/ml oral suspension for pigs, cattle and sheep
Toltrazuril

3. CBABbP/KAHUE HA AKTUBHATA CYBCTAHIUUA U EKCOUIIMEHTUTE

1 ml ot urpTHaTA Ostn1a cycnens3ust cpabpika S0 mg toltrazuril ¢ 2,1 mg Hatpue 6enzoar (E211) u
2,1 mg natpues npornmonat (E281).

4. TEPAIIEBTUYHMU IIOKA3AHUA

IIpacera:
3a npenoTBpaTABaHe Ha KIMHUYHY OPU3HALK Ha KOKIMMO03a IPY HOBOPOAEHU IpaceTa (3 - 5 AHu)
BBB (hepMH C TOTBHP/ICHA HCTOPHATA Ha KOKIIMANO03a, IPUIUHEHH OT Isospora suis.

T'osena:

3a mpenoTBpaTaBaHe Ha KIMHUYHU PU3HAIM Ha KOKIIUIM03a M HAMAJIIBaHE Ha Pa3lpPOCTPAHEHUETO
Ha OOLMCTUTE CpeJl TeJIeTa, OTIJIEKIaH! 3a MOAMSIHA Ha KPaBH, U3MOJI3BAaHU 32 IPOU3BOJICTBO Ha
MIISIKO TIpeTHa3HAYCHO 32 YOBEIIKA KOHCYyMaIus (MJICUHH KpaBH) BbB (DepMU C TIOTBBPICHA aHAMHE3a
Ha KOKIIU/INO03a puinHeHa oT Eimeria bovis wnu Eimeria zuernii.

Osrie:

3a npegoTBparsABaHe HA KIMHAYHY IPU3HAIM Ha KOKIIMAH03a H HaMasIBAHE HAa Pa3lPOCTPAHEHHETO
Ha OOIIMCTHTE NPH arHeta BbB (hepMH, C YCTaHOBEHA UCTOPHS Ha KOKIMIN03a, PHUIHHEHA OT Eimeria
crandallis u Eimeria ovinoidalis.

5. INPOTUBOIIOKA3AHUA

Jla He ce U3MoI3Ba IPU CBPBXUYBCTBUTEIHOCT KbM aKTUBHATA CyOCTaHIUS MM KbM HAKOH OT
EKCLIUIIUEHTHTE.

l'oBena (10 €KONOTUYHY MTPUYNHHM):
He nsnon3Baiite npu tenera ¢ TenecHa maca Haxg 80 kg.
He n3non3Baiite npu tesiera, OTIIEXKIaHN 32 MPOU3BOJICTBO HA TEJEIIKO WU TOBEKI0 MECO.



6. HEBJIATOIIPUSATHU PEAKIINUN

He ca u3BecTHH.

AKo 3a0enexnTe HIKaKBO CEPHO3HO BB3ACUCTBUE WU APYTH e(PeKTH, BCIEACTBUE OT ynoTpedaTa Ha
T03u BMII, KOUTO HE ca OnmMcaHu B Ta3u JIMCTOBKA, MOJIsI He3a0aBHO Jia yBeaomuTe Bamus
BETEPHUHAPEH JIeKap.

7. BUJOBE ) KUBOTHH, 3A KOUTO E NPEAHA3ZHAYEH BMII

[Ipacera (mpacera 3 — 5 guwm).
I'oBena (Tenmera OT MIICUHH CTIIAHCTBA).
Osglie (arHera).

8. JO3UPOBKA 3A BCEKH BU/ ’)KUBOTHO, METOA 1 HAUWH HA ITPUJIAT AHE
3a nepopaiHo NPUIOKEHHUE.

IIpacera:

3a UHIUBUIyaJIHA BETEPUHAPHOMEAUIIHCKA yIoTpeda.

Besiko mpaceniie 1a Ob1e TpEeTUPaHO OT JIeH 3 110 JIeH 5 0T paXkJaHe C eHOKpaTHA IIepopajiHa 103a OT
20 mg Tontpasypun Ha kg TenecHa maca, ekBuBasieHTHO Ha 0,4 ml mepopanHa cycrnieH3us Ha kg
TeJIeCHa Maca.

ITopanu ManKoOTO KOJIMUYECTBO, HEOOXOAUMO 3a TPETUPaAHE Ha BCSKO IIPACeHLIE, ce PErnopbyuBa
W3M0JI3BAaHETO Ha 000pyABaHe 3a T03MpaHe C TOYHOCT Ha Jo3a oT 0,1 ml.

T'oBena:

Bcsiko sxuBOTHO TpsiOBa 1a Oblie TPETUPaHO C eAHOKpATHA MepopaiHa 103a OT 15 mg TonTpa3zypui Ha
kg TenecHa mMaca, ekBuBasieHTHO Ha 3,0 ml mepopanna cycnensus Ha 10 kg TenecHa maca.

AKO XKUBOTHUTE C€ TPETUPAT Ha IPyIH, a HE UHAUBUAYAIIHO, Te TPsAOBa a ObAAT IPyNHUPaHU U
TpeTupaHu Ha Oa3a TellecHa Maca, 3a Ja ce u30erHe npuiaraHe Ha Io-HUCKU WJIU I10-BUCOKHU J03H.

OBue:

Bcesiko )KHMBOTHO TpsiOBa Jia ObJie TPETUPAHO C eHOKpaTHA NepopaiiHa f03a ot 20 mg/kg TenecHa
Maca, ekBuBasieHTHO Ha 0,4 ml nepopaiHa cycnensus Ha kg TenecHa mMaca.

AKO KMBOTHHTE C€ TPETUPAT Ha TPYIH, @ HE MHANBHUIYAIHO, T€ TPsAOBa Na ObAaT TPYNHUPAHU U
TpeTUpaHH Ha 0a3a TellecHa Maca, 3a Ja ce u30erHe mpujarane Ha Mo-HUCKU HIIH ITO-BUCOKH JI03H.

9. CBBET 3A TIPABUJIHO ITPUJIOKEHUE

[Tepopananara cycneH3ust TpsOBa /1a ce pa3kiaTy mpeau ynorpeoda.

3a 51a ce OCHUTYpH MpHEM Ha TpaBWIIHA 1032, TeJeCHaTa Maca TpsAOBa Ja ObJie ONMPEeNICHO Bh3MOXKHO
Hai-TOYHO.

3a J1a ce NOCTUTHE MaKCUMaJIHA 110J13a, )XKUBOTHUTE TPsIOBA J1a ObJAT TPETHPAHU MIPEAN OYaKBaHATA
M0sIBa HA KJIIMHUYHY MPU3HALIN, T.€ B IPEMAaTCHTHUAT MEPUO/I. JIedeHHeTo 1o BpeMe Ha ermuaeMust e
ObJIe ¢ OTPaHNYECHO 3HAUYCHUE 32 OT/ICITHUTE )XUBOTHH, TTOPAIH BEUE MOSIBUIIOTO CEe YBPEXKIaHEe Ha
THHKHUTE YepBa.

10. KAPEHTEH CPOK

[Ipacera:
Meco u BbTpeLIHu opranu: 77 IHU.

T'oBena:
Meco u BpTpenIHu opranu: 63 mHu.



Musiko: He ce paspemaBa 3a ynorpe0a mpH KUBOTHH, YHETO MIIAKO € MPEeIHAa3Ha4eHO 3a YOBEIIKa
KOHCyMaLusl.

Osre:

Meco u BpTpeliHu opranu: 42 n1Hu.

Maisiko:

He ce paspemaBa 3a ynorpeba NpH JKUBOTHH, YHETO MIISKO € MpeJHa3HA4YeHO 3a YOBEIIKa
KOHCYMaIHsl.

11. CIIEOUAJIHU YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce chxpaHsBa Jajied OT Morjieia ¥ Ha HEJIOCTHITHH 3a JIella MecTa.

To3u BeTepHHOPHOMENUIIMHCKHU TIPOIYKT HE U3UCKBA HUKAKBH CIICIIUATTHU yCIOBHUS 32 ChXpaHEHHUE.
Jla He ce U3Mmon3Ba TO3M BETEPUHAPHOMEIUITMHCKH MPOJIYKT CJie]l U3THYaHEe CPOKa Ha TOAHOCT,
IIOCOYEH BHPXY OMaKoBKata ciex;: ,,l'ogen 1o:“. CpoKbT Ha TOJTHOCT OTrOBaps HA MOCIEIHUS ACH OT
IMOCOYCHUS MeCell.

Cpok Ha TOAHOCT CJie]l TBPBOTO OTBApsIHE HAa ITbPBUYHATA ONaKoBKa: 12 meceria.

12. CIIEHUAJIHUA NPEAYIIPEXKIEHUEA
CnenuaJiiy npena3sHyu MePKH 32 ;KMBOTHHTE NIPH yHOTpebdaTa Ha NPOAYKTA:

KakTo u ¢ Bcuuku MMPpOTUBOMIAPA3UTHU MMPOAYKTH, YECTOTO U MHOTOKPATHO M3IIOJ3BAHC HA
aHTHHpOTO30ﬁHH IPOAYKTHU OT ChUIXA KJIaC MOXKE J1a JOBEAC 10 PAa3BUTUEC HA PE3UCTCHTHOCT.

HpeHOpTx‘{I/ITCHHO € J1a C€ TPETUpAT BCUYKHU TCJICTA UJIK arH€Ta B CTOMMAHCTBOTO. XUTHEeHHUTE MCpKH
Morart Ja HaMaJIsIT puCKa OT KOKIIUJAWO03a. Hopazm TOBaA € MPEHOPBHUUTEITIHO €CAHOBPEMEHHOTO
HO,Z[OGpﬂBaHe Ha XUTHCHHUTE YCJIOBUS B 3aCETHATOTO CTOIMAHCTBO, B YaCTHOCT CyXOTaTa U YUCTOTATA.
3a Ja C€ MOCTUTHE MaKCHMaJIHa I10J13a, )KUBOTHUTC Tp}I6Ba Ja 6’B,Z[aT TPETUPAHU IIPEAN OYdKBaHATaA
IposiBa Ha KIIMHUYHU CUMIITOMHU, T.€C B IPCTIATCHTHUAT IICPHUOI. 3a Ja CC MIPOMCHU HACOKATa Ha BEUC
MpOsAB€HA KIMHUYHO KOKIUANO034, IIPpHU OTACITHUTE )KUBOTHH, ITOKA3AJIM IIPU3HAIIU HA AUapus, €
HCOGXOIII/IMO Ja c€ npeAnprueMe NO0IIbJIHUTEIIHA TOAABPKAIa TEpaIius.

JApyru npeanazHu MepKu:

MeTabonuThT Ha TOJITPA3yPUIL, TONTPA3ypuil CyI(oH (IOHA3ypHiI) € YCTOHYHUB (MOTY>KUBOT > 1
roarHa) 1 MOOMIIEH KOMIIOHEHT M OKa3Ba OTpHLATeNeH e(heKT SAHOBPEMEHHO BBPXY pacTexa u
MOHUKBAHETO Ha pacTeHuATa. [IpeABHI NOCTOSTHHUTE CBOWCTBA HA ITOHA3YPWII, IOBTAPSIIIOTO CE
pasnpocTpaHeHre Ha 000PCKU TOP OT TPETUPAHU KUBOTHH MOXKE Ja IOBElE 10 aKyMyJalus Ha
MOHA3ypHJI B [TOYBATA, KOSTO MPEIBUI HETOBaTa MOOIITHOCT CHIIO BOIHU IO PUCK OT ITOIIA/IaHE B
TIOATIOYBEHUTE BOJIH.

3a ;1a ce mpeOTBpATH MOsABaTa Ha HEXXENaH! e()eKTH BEPXY PACTCHUATA M BE3MOXKHO 3aMbpCSBAHE Ha
MOATIOYBEHUTE BOJIU, TOPBT OT TPETHPAHHUTE TeJleTa He TPsOBa J1a ce pa3lpBhCKBa BBPXY 3eMsTa 0e3
MIPEABAPUTEIHO CMECBAaHE C OOOPCKH TOP OT HeTpeTUpaHu roeeaa. OOOPCKUAT TOP OT TPETUPAHH
TeneTa TpsOBa 1a ce pa3MecH ¢ MUHUMYM 3 ITBTH HO-TOJISIM 00€M TOp OT HETPETHPAHHU TOBEJIa, IPEIu
na ObJie pasnpbCHAT BBPXY 3eMATA.

ArHeTa, KOUTO 110 BpeMe Ha LIeJIus UM XKHU3HEH LIUKBJI ca IOJIOKEHH Ha 3aTBOPEHO, UHTEH3UBHO
OTIMIeXaHe He TPsAOBa Ja ObAaT TPETUPAHU ClIe]] HaBbPIIBaHE HA 6 CeMUYHA BB3PacT WIN
nocrurane Ha TenecHa mMaca Hag 20 kg. Top oT TpeTupaHu )KMBOTHH MOXe Ja ce pujiara Ha eMH U
CBILM YYacThK CaMO Ha MHTEPBaJI OT TPU TOMHHU.

HecbBMecTUMOCTH:



HpI/I JIMIICA Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMEANIIUHCKHA ITPOJAYKT HE Tp5{6Ba Ja 6'1)[{6
CMECBAH C Apyru BETCPUHAPHOMEAULIUHCKHU ITPOAYKTH.

IIpeno3upane (cUMITOMHU, CIICIIHU MEPKH, AHTHIOTH):

IIpunaraneTo Ha TPUKPATHO O-BUCOKA 71032 Ce IIOHAcs JOOpe OT 3paBu MpaceHla U TeneTa, 6e3
MPU3HALM Ha HEMOHOCUMOCT. [Ipu arHeTa He ca HaOMIOZaBaHU CUMIITOMU Ha NIPEA03UpPaHE C
TPUKPATHO MO-BUCOKA J103a MPU €THOKPATHO TPETHPAHE U MPU IBYKPATHO MO-BUCOKH JI03H,
IIPUIOXKEHU B JBa MOCIIEA0BATEIHU JAHU.

CnenuajiHg npena3sHu MEPKH 32 JIMLATA, NPUJIATAlM BeTePUHAPHOMeULMHCKUAT NPOAYKT
HA KUBOTHUTeE:

Xopa ¢ ycTaHOBEHa CBPbXYyBCTBUTEIIHOCT KbM aKTUBHATA CYOCTAHIIMS UM HAKOW OT €KCI[UMMUECHTUTE
TpsiOBa J1a M30ATBaT KOHTAKT C BETEPHHAPHOMEANIINHCKHS TTPOIYKT.
He3abaBHO u3MuUiiTe BCSIKAKBH CIIEAU OT KOXKaTa MK OYUTE C BOJA.

13. CIIEHUAJIHU MEPKMU 3A YHUIIOXKABAHE HA HEU3ITIOJI3BAH INTPOAYKT
WIN OCTATBIH OT HET'O, AKO HMA TAKHBA

Bcekun Hen3no3BaH BETEpUHAPHOMEANIIMHCKH MIPOAYKT WM OCTaThIIX OT HEro, TpsaOBa 1a Obaar
YHUIIIO’KEHH, B CHOTBETCTBHE C U3UCKBAHUSATA HA MECTHOTO 3aKOHOJIATENICTBO.

[TonuTaiite Banmms BeTepuHapeH yiekap KakBo Aa npasure ¢ HeHyxHute BMII. Te3u Mepku me
IIOMOTHAT 32 OIIa3BaHE Ha OKOJIHATA cpefa.

14. JATATA HA ITOCJIEAHATA PEJAKIINS HA TEKCTA
10/2015
15. JAOI'bJIHUTEJIHA UH®OPMAIIUA

Tonsecuna ce npemara B OyTuiky ot 250 ml u 1000 ml.
ByTtunkure ot 250 ml ce gocTaBsT B KyTHH.
He Bcuuku pa3smepu Ha omakoBKaTa Morar aa ObaaT mpeJiaraHu Ha masapa.

3a Bcsika nH(pOpMAaLUs OTHOCHO TO3HM BETEPUHAPHOMETUIIMHCKH MTPOAYKT, MOJISI CBBPKETE C€ C
TEPUTOPUAIIHUS NIPEICTaBUTEN Ha IIPUTEXKATEIs Ha JMLEH3a 3a yIoTpeoda.

Kpka bearapuss EOOJL
Ten: 02 962 34 50

®dakc:02 962 35 20

En. moma: info.bg@krka.biz




